Which medicines are compounded?
Manufactured medicines are preferable to compounded products as their production is governed by the 'Code of Good Manufacturing Practice for Medicinal Products' and they undergo evaluation by the Therapeutic Goods Administration (TGA). However, many medicines are unavailable in suitable forms for particular patients. The size of the Australian market precludes registration of products required for small but significant patient populations and many products are discontinued or unavailable for economic rather than safety reasons. 2 Compounding is often needed for paediatric patients. In a review of all products with approved paediatric indications, around 24% were not available in a form suitable for administration to children. 3 The problem of balancing vitamin D deficiency and exposure to sunlight has led to requests to compound high doses of vitamin D as the commercially available products contain insufficient quantities. 4, 5 Metronidazole vaginal gel for the treatment of bacterial vaginosis is an example of a manufactured product available overseas that must be compounded by a pharmacist if required by an Australian patient. 6 More controversially, there has been an increase in the prescribing of so-called 'natural' bioidentical hormones following concerns about the risks of hormone replacement therapy with synthetic oestrogen and progestogen.
Compounding concerns
The Therapeutic Goods Regulations 1990 exempt compounded products from registration by the TGA if they 'are dispensed, or extemporaneously compounded, for a particular person for therapeutic application to that person' and they are prepared in a pharmacy 'for supply (other than by wholesale) on or from those premises'. Due to this exemption, extemporaneously dispensed medicines are not subject to evaluation by the TGA. A particular concern of the TGA is batch production (compounding a medicine for more than one patient). Until recently this was mostly undertaken by hospital pharmacies, but now has increased in other areas.
Traditionally, compounded medicines were simple dosage forms, but now some pharmacies are compounding complex dosage forms. Controlled-release formulations are an example that has already caused concern as variations in pharmaceutical performance such as dose dumping are possible. There are usually no or inadequate studies available on bioavailability and hence the compounder has to be aware of their ability and the prescriber has to balance potential harm against clinical need. A triad of informed patient, prescriber and compounder is essential.
Pharmacists are required to provide patient counselling on the appropriate use of compounded medicines. There is no consumer medicine information available for these products, so prescribers and pharmacists must ensure that the patient is aware of this and advise on the correct use, storage, expiry date and possible adverse effects and interactions. This counselling, information and education has to be communicated to each patient.
The way forward
The Pharmaceutical Society of Australia has developed Professional Practice Standards for compounding 1 as well as a specific compounding chapter in the Australian Pharmaceutical Formulary and Handbook. The TGA is currently working with pharmacy professional bodies and health departments to review and improve compounding standards in Australia.
Application and enforcement of practice standards has been inconsistent and under-resourced. A uniform approach to the current regulations and standards would potentially help to address some of the concerns about compounding. 8 The demand for extemporaneously prepared products in pharmacies is low, so the maintenance of compounding skills, equipment, formularies and standard procedures can be difficult and costly. This is leading to the development of specialised compounding practices.
Pharmacy compounding is an important and growing area of professional practice and potentially has a role in the effective treatment of patients with specific needs. Uniform compliance with the standards and regulations is therefore needed. Planning is under way for the development of more comprehensive compounding practice standards which will be critical to ensuring that only the highest quality products are prepared. All compounding activity (not just by pharmacists) should be undertaken to these high standards. Enforcement of these standards should also be uniform to ensure patient health and safety.
